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CARCAGNO, Carlos, Miguel et al 



1. The designated Office is hereby notified of its election made: 

• | X| in the demand filed with the International Preliminary Examining Authority on: 

05 June 2000 (05.06.00) 



| | in a notice effecting later election filed with the International Bureau on: 



2. The election | X | 

□ 



was not 



made before the expiration of 19 months from the priority date or, where Rule 32 applies, within the time limit under 
Rule 32.2(b). 



The International Bureau of W1PO 


Authorized officer 


34, chemin des Colombettes 


Pascal Piriou 
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INTERNATIONAL SEARCH REPORT 

(PCT Article 18 and Rules 43 and 44) 



Applicant's or agcnfs file reference 
1792.003PC02 


FOR FURTHER se* Notification of Transmittal of International Search Report 
ACTION (Form PCT/ISA/220) as well as. where applicable, item 5 below. 


International application No. 
PCT/US99/26241 


International filing date (day/month/year) 
08 NOVEMBER 1999 


(Earliest) Priority Date (day /month/year) 
06 NOVEMBER 1998 


Applicant 

STERRENBELD BIOTECHNOLOGIE NORTH AMERICA, INC. 



This international search report has « prepared by this International Searching Authority and is transmitted to thj applicant 
according to Article 18. A copy is being transmitted to the International Bureau. 

This international search report consists of a total of sheets. 

| X| It is also accompanied by a copy of each prior art document cited in this report 



1. [ | Certain claims were found unsearchable (See Box I). 

2. | | Unity of invention is lacking (See Box II). 

3. | | The international application contains disclosure of a nucleotide and/or amino acid sequence listing and the 
I 1 international search was carried out on the basis of the sequence listing 

| | filed with the international application. 

| [ furnished by the applicant separately from the international application, 

| I but not accompanied by a statement to the effect that it did not include matter 
go:/» g beyond the disclosure in the international application as filed. 

| | transcribed by thij Authority. 

4. With regard to the title, | x| the text is approved as submitted by the applicant 

| | the text has been established by this Authority to read as follows: 



5. With regard to the abstract, 

| x| the text is approved as submitted by the applicant 

| | the text has been established, according to Rule 38.2(b), by this Authority as it appears 
in Box III. The applicant may, within one month from the date of mailing of this 
international search report, submit comments to this Authority. 

6. The figure of the drawings to be published with the abstract is: 

Figure No. □ as suggested by the applicant Q<J Nonc of ^ figures . 

| | because the applicant failed to suggest a figure. 

| | because this figure better characterizes the invention. 



Form PCT/ISA/210 (first sheetXJuly 1992)* 



INTERNATIONAL SEARCH REPORT 



International application No. 
PCT/US99/26241 



A. CLASSIFICATION OF SUBJECT MATTER 

IPC(7) :C07K 1/14, 1/18, 1/20, 1/30, 1/34, 1/36, 14/505 

US CL :530/380, 412, 414, 416, 417, 418, 419 
According to International Patent Classification (IPC) or to both national classification and IPC 



FIELDS SEARCHED 



Minimum documentation searched (classification system followed by classification symbols) 
U.S. : 530/380, 412, 414, 416. 417, 418, 419 



Documentation searched other than minimum documentation to the extent that such documents are included in the fields searched 
NONE 



Electronic data base consulted during the international search (name of data base and, where practicable, search terms used) 
MEDLINE, CAPLUS, EMBASE, SCISERACH 

search terms: erythropoietin, hyropl.ouic iiromatography, anion, cation, diafi Iteration, precipitation 



DOCUMENTS CONSIDERED TO BE RELEVANT 



Category* 



Citation of document, with indication, where appropriate, of the relevant passages 



Relevant to claim No. 



Y 
X 
Y 
X 



US 4,667,016 A(LAI et al) 19 May 1987, see entire document, 
especially col. 4, lines 4-56. 



Chem. abstr., Vol. 100, No. 25, 18 June 1984 (Columbus. OH, 
USA), page 77, column 2, the abstract No. 203779s, WERBER et 
al. 'Preliminary purification of two human blood cell hormones by 
hydrophobic interaction chromatorgraphy . ' Affinity Chromatogr. 
Biol. Recognit., [Proc. Int. Symp.], 5th. 1983, 495-497. 



1-12 
13-16 
1-12 
13-16 



| x| Further documents are listed in the continuation of Box C. | | See patent family annex. 



■L' 



Special categories of cited documents: 

document defining the general state of the art which is not considered 
to be of particular relevance 

earlier document published on or after the international filing date 

document which may throw doubts on priority claim(s) or which is 
cited to establish the publication date of another citation or other 
special reason (as specified) 

document referring to an oral disclosure, use, exhibition or other 
means 

document published prior to the international filing date but later than 
the priority date claimed 



later document published after the international filing date or priority 
date and not in conflict with the application but cited to understand 
the principle or theory underlying the invention 

document of particular relevance; the claimed invention cannot be 
considered novel or cannot be considered to involve an inventive step 
when the document is taken alone 

document of particular relevance; the claimed invention cannot be 
considered to involve an inventive step when the document is 
combined with one or more other such documents, such combination 
being obvious to a person skilled in the art 

document member of the same patent family 



Date of the actual completion of the international search 



23 FEBRUARY 2000 



Date of mailing of the international search report 



07 MAR ?nnn 



Name and mailing address of the ISA/US 
Commissioner of Patents and Trademarks 
Box PCT 

Washington, D.C. 20231 
Facsimile No. (703) 305-3230 




Authorized ot 

ArtlSH GUPTA 



Telephone No. (703) 308-0 1 96 



Form PCT/ISA/210 (second sheetXJuly 1992)* 



INTERNATIONAL SEARCH REPORT 



International application No. 
PCT/US99/26241 



C (Continuation). DOCUMENTS CONSIDERED TO BE RELEVANT 



Category* 


Citation of document, with indication, where appropriate, of the relevant passages 


Relevant to claim No. 


Y 
X 


Chem. abstr. Vol. 126, No. 5, 03 February 1997 (Columbus. OH, 
USA), page 315, column 2, the abstract No. 57095j, BURG et al. 
'Human erthropoietin recombinant production by fermentation and 
protein purification using a series of chromatographic steps. 1 PCT 
Int. Appl. WO 96 35, 718. 14 November 1996. 


1-2 
13-16 



Form PCT/ISA/210 (continuation of second sheetXJuIy 1992)* 
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PCT 

INTERNATIONAL PRELIMINARY EXAMINATIO N REPORT 
(PCT Article 36 and Rule 70) 



r.ECD 0 3 AUG 2001 



PCT 



Applicant's or agcnfs file reference 
1 909.003 PC02 


FOR FURTHER ACTION Sec Notification of Transmittal of International 

Preliminary Examination Report (Form PCT/IPEA/416) 


International application No. 
PCT/US99/26241 


International filing date (day/month/year) Priority date (day/month/year) 
08 NOVEMBER 1999 06 NOVEMBER 1998 


International Patent Classification (IPC) or national classification and IPC 
Please See Supplemental Sheet. 


Applicant 

STERRENBELD BIOTECHNOLOGIE NORTH AMERICA, INC. 



This international preliminary examination report has been prepared by this International Preliminary 
Examining Authority and is transmitted to^the applicant according to Article 36. 

This REPORT consists of a total of J/^Tsh^is. 



(lZ} — : ^^s^eport is also accompanied by ANNEXES, i.e., sheets of the description, claims and/or drawings which have 
been amended and are the basis for this report and/or sheets containing rectifications made before this Authority, 
(see Rule 70.16 and Section 607 o^the^drrunistrattve Instructions under the PCT). 

These annexes consist of a total of \ J sheets. 



3. This report contains indications relating to the following items: 



I 




II 


□ 


III 


□ 


IV 


□ 


V 




VI 


□ 


VII 


□ 


VIII 


□ 



citations and explanations supporting such statement 



Date of submission of the demand 
05 JUNE 2000 


Date of completion of this report 
18 JUNE 2001 


Name and mailing address of the IPEA/US 

Commissioner of Patents and Trademarks 
Box PCT 

Washington, D C. 20231 
Facsimile No. (703) 305-3230 


Authorized ^fficer^ ^ 

Telephone No. (703)308-0196 | 



Form PCT/IPEA/409 (cover sheet) (July 1998) 



INTERNATIONAL PRELIMINARY EXAMINATION REPORT 



International application No. 
PCT/US99/26241 



L Basis of the report 



1. With regard to the elements of the international application:* 
| | the international application as originally filed 
the description: 



pages 
pages 
pages 



(See Attached) 



, as originally filed 

filed with the demand 



filed with the letter of 



| x| to claims: 

pages 

pages 

pages 

pages 



(See Attached) 



, as originally filed 

. , as amended (together with any statement) under Article 19 
, filed with the demand 



, filed with the letter of 



| x| to drawings: 

pages (See Attached) 

pages 

pages 



f"x| the sequence listing part of the description: 

pages (See Attached) 

pages 

pages 



, filed with the letter of . 



, as originally filed 

, filed with the demand 



, filed with the letter of . 



f as originally filed 

, filed with the demand 



2. With regard to the language, all the elements marked above were available or furnished to this Authority in the language in which 
the international application was filed, unless otherwise indicated under this item. 

These elements were available or furnished to this Authority in the following language ___ which is 

□ 

the language of a translation furnished for the purposes of international search (under Rule 23 1(b)) 

□ 

the language of publication of the international application (under Rule 48.3(b)). 

I I to language of the translation furnished for the purposes of international preliminary examination (under Rules 55 2 and/ 
or 55.3). 

3. With regard to any nucleotide and/or amino acid sequence disclosed in the international application, the international 
preliminary examination was carried out on the basis of the sequence listing 

□ contained in the international application in printed form. 

| | filed together with the international application in computer readable form. 

| | furnished subsequently to this Authority in written form. 

| | furnished subsequently to this Authority in computer fcifeable form. 

I I The statement that the subsequently furnished written sequence listing does not go beyond the disclosure in the 

1 — 1 international application as filed has been furnished. 

I I statement that the information recorded in computer readable form is identical to the wnten sequence listing has 

— ' been furnished. * 

4 | x| The amendments have resulted in the cancellation of: 

0 the description, pages DOne 

the claims, Nos. 



0 ..... 

the drawings, sheets/fig DOne 



5 EZI ™ s re P° rt has been drawn as if (some of) the amendments had not been made, since they have been considered to go 

beyond the disclosure as filed, as indicated in the Supplemental Box (Rule 70.2(c)).** 
* Replacement sheets which have been furnished to the receiving Office in response to an invitation under Article 14 are referred to 

m i hi £^ re S° n m "originally filed" and are not annexed to this report since they do not contain amendments (Rules 70.16 

and 70.17). 

**Any replacement sheet containing such amendments must be referred to under item 1 and annexed to this report. 



Form PCT/IPEA/409 (Box I) (July 1998)* 



# 
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INTERNATIONAL PRELIMINARY EXAMINATION REPORT 


International application No. 
PCT/US99/26241 


V. Reasoned statement under Article 35(2) with regard to novelty, inventive step or industrial applicability- 
J citations and explanations supporting such statement 


1. statement 

Novelty (N) 


Claims 1-12 


YRS 




Claims 13-16 


NO 


Inventive Step (IS) 


Claims 1-12 


YFS 




Claims 13-16 


NO 


Industrial Applicability (IA) 


Claims 1-16 


YES 




Claims NONE 


NO 



2. citations and explanations (Rule 70.7) 

Claims 13-16 lack novelty under PCT Article 33(2) as being anticipated by Lai et al. 

The claims are drawn to a substantially pure erythropoietin. 

The reference teach purified recombinant human erythropoietin (see col. 3, lines 63-69). The erythropoietin of the prior art is 
identical to the claimed erythropoietin since it is recombinant and human. Although the reference does not teach the method of 
purification, novelty of a product does not depend on its method of production. If the product in the product-by-process claim 
is the same as or obvious from a product of the prior art, the claim lacks novelty even though the prior product was made by 
a di tie rent process. J 

Claims 1-12 meet the criteria set out in PCT Article 33(2X4), because the prior art does not teach or fairly suggest the 
method of purifying recombinant human erythropoietin from cell cultures. The closes prior art of Lai et al and Burg et al 
teach purification of recombinant human erythropoietin using various chromatographic methodologies. The references 
however fail to teach a method of purification using differential saline precipitation. Therefore, the prior art does not fairly 
suggest the claimed method. 



NEW CITATIONS 



None 



Form PCT/IPEA/409 (Box V) (July 1998)* 





INTERNATIONAL PRELIMINARY EXAMINATION REPORT 



International application No. 



PCT/US99/2624 ! 



Supplemental Box 

(To be used when the space in any of the preceding boxes is not sufficient) 
Continuation of: Boxes I - VIII 



CLASSIFICATION: 

The International Patent Classification (IPC) and/or the National classification are as listed below 
EPC(7): C07K 1/14, 1/18, 1/20, 1/30, 1/34, 1/36, 14/505 and US CL: 530/380, 412, 414, 416, 417, 418, 419 



I. BASIS OF REPORT: 

This report has been drawn on the basis of the description, 

page(s) 1-19, as originally filed. 

page(s) NONE, filed with the demand. 

and additional amendments: 

NONE 

This report has been drawn on the basis of the claims, 

page(s) 20-21, as originally filed. 

page(s) NONE, as amended under Article 19. 

page(s) NONE, filed with the demand. 

and additional amendments: 

NONE 

This report has been drawn on the basis of the drawings, 

page(s) NONE as originally filed. 

page(s) NONE, filed with the demand. 

and additional amendments: 

Pages 1-5, filed with the letter of 31 July 2000. 

This report has been drawn on the basis of the sequence listing part of the description: 

page(s) NONE, as originally filed. 

pages(s) NONE, filed 'with the demand. 

and additional amendments: 

NONE 



Form PCT/1PEA/409 (Supplemental Box) (July 1998)* 



